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1. Basis of the report 

□ ^iKJ^ite^ ( y Carrted 0ut on me 638,8 of a translation of the International application furnished to 
b. Q with regard to any nucleotide and/or amino add sequence disclosed In the international application, see Box No. I. 

2. jx] Certain claims were found unsearchable (See Box II). 

3. Q Unity of Invention Is lacking (see Box III). 

4. With regard to the title. 

fx] the text Is approved as submitted by the applicant 

O ^ text has been established by this Authority to read as follows: 



5, With regard to the abstract, 

fx] the text is approved as submitted by the applicant. 

□ the text has been established, according to Rule 38.2(b), by this Authority as It appears m Box No. IV The aoolicant 
may, within one month from the date of mailing of this International search report £bmi^^^^ 

6. With regards to the drawings, 

a. the figure of the drawings to be published with the abstract Is Figure No. _ 

I | as suggested by the applicant. 

f~] as selected by this Authority, because the applicant failed to suggest a figure 

□ 

as selected by this Authority, because this figure better characterizes the Invention. 

b. Q none of the figures is to be published with the abstract 
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EPO-Internal, WPI Data, PAJ, EMBASE , MEDLINE, BIOSIS, CHEM ABS Data 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category* 


Citation of document, with indication, where appropriate, of the relevant passages 


Relevant to claim No. 


X 


WO 01/37808 A (LIPOCINE INC) 
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example 20; claim 1, 5 
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12-16, 

21,25, 

29,30, 

35-40, 

42, 

47-51,53 
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EP 1 064 942 A (FUJISAWA PHARMACEUTICAL 
CO) 3 January 2001 (2001-01-03) 
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35-42, 1 
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"E" earier document but published on or after the international 
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L* document which may throw doubts on priority claJm(s) or 
which is cited to establish the publication date of another 
citation or other special reason (as specified) 
'O* document referring to an oral disclosure, ise. exhibMonor 
other means 

P' document published prior to the International filrrg date but 
later than me prtortty date claimed 



T later document published after the IntematlonaJ hUng date 
or prtortty date and not in conflict with the application but 
died to understand the principle or theory underlying the 
invention 

•X 1 docurnen! of particular relevance: the claimed Invention 
cannot be considered novel or cannot be considered to 
involve an inventive step when the documents taken a 

'V document of particular relevance; the ctatned invention 
cannot be considered to Involve an inventive step when the 
document a combined with one or more other such docu- 
ments, such combination being obvious to a person sMBed 
In the art 
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Citation of document, with indication, where appropriate, of the relevant 



Relevant to claim No. 



P,Y 



P,Y 



SANO N ET AL: "Oral FK 506 blood levels 
are elevated In pig short bowel model: 
Further Investigations with 
co-administration of an Intestinal CYP3A4 
Inhibitor." 

TRANSPLANTATION PROCEEDINGS, 

vol. 34, no. 3, May 2002 (2002-05), pages 

1050-1051, XP002304068 

ISSN: 0041-1345 

page 1051, paragraph entitled "Discussion" 

WO 03/004001 A (HOLM JANNIE EGESK0V : 
M0ELLGAARD BIRGITTE (DK); BUUR ANDERS 
(DK); HOLM) 16 January 2003 (2003-01-16) 
cited in the application 
claims 1-56 



"The oral dosage form of 



H0NB0 T ET AL: 
FK-506" 

TRANSPLANTATION PROCEEDINGS 1987 UNITED 
STATES, 

vol. 19, no. 5 SUPPL. 6, 1987, pages 
17-22, XP0009024313 
ISSN: 0041-1345 
table 2; figure 4, 6 

NISHI K ET AL: "The expression of 

Intestinal CYP3A4 in the piglet model." 

TRANSPLANTATION PROCEEDINGS, 

vol. 36, no. 2, March 2004 (2004-03), 

pages 361-363, XP002304069 

ISSN: 0041-1345 

page 363, paragraph entitled "Discussion" 

NISHI K ET AL: "The colon displays an 

absorptive capacity of tacrolimus." 

TRANSPLANTATION PROCEEDINGS, 

vol. 36, no. 2, March 2004 (2004-03), 

pages 364-366, XP002304070 

ISSN: 0041-1345 

page 365-366, paragraph entitled 
"Discussion" 



1-53 



1-53 



1-53 



1-53 



1-53 
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Box II Observations where certain claims were found unsearchable (Continuation of Item 2 of first sheet) 

This international Search Report has not been established in respect of certain claims under Article 17(2)(a) tor the following reasons: 

1. 0 Claims IMos.: 

because they relate to subject matter not required to be searched by this Authority, namely: 

Rule 39.l(1v) PCT - Method for treatment of the human or animal body by 
therapy:Although claim 47 Involves a method of treatment of the human/animal 
body, the search has been carried out and based on the alleged effects of the 
compound/composition. 

2. Q Claims Nos.: 

because they relate to parts of the International Application that do not comply with the prescribed requirements to such 
an extent that no meaningful international Search can be carried out, specifically: 



3. Q Claims Nos.: 

because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a). 

Box III Observations where unity of invention is lacking (Continuation of item 3 of first sheet) 

This International Searching Authority found multiple Inventions in this international application, as follows: 



1 ' [Zl * tJL^^,^ 180 ^ search fees were tfrn8rv paw by the applicant, this international Search Report covers all 
searchable claims. 

2 - D o^Jy^^a^ 1 " 18 wM 66 s* 3 "^ v™ 0 * stort Justifying an additional fee, this Authority did noi invite payment 



3. I As only some of the required additional search fees were fimefy paid by the applicant, this International Search ReDort 
1 — covers onfy those claims for which fees were paid, specifically claims Nos.: 



4 - O No required additional search fees were timely paid by the applicant. Consequently, this International Search Report Is 
restricted to the Invention first mentioned In the claims; it is covered by claims Nos.: 



i Protest |~J The adcStlonaJ search fees were accompanied by the applicant's protest. 

[ | No protest accompanied the payment of additional search fees. 
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